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Ms report is the international prelinunary examination report, established by this International Preliminary 
AuSriryuS Article 3 5 and transmitted to the applicant according to ArUcle 36 . 

This REPORT consists of a total of sheets, including this cover sheet 

This report is also accompanied by ANNEXES, comprising: 

a □ (sent to the applicant and to the International Bureau) a total of _ sheets, as follow 

n sheets of the description, claims and/or drawings which have been amended and are the basis of 
U SSrtarS sLS containing rectifications authorized by this Authority (see Rule 70.16 

and Section 607 of the Administrative Instructions), 
n sheets which supersede earlier sheets, but which this Authority considers contam an j^ment 
LJ SgoTbeyona the disclosure in the international application as filed, as mdrcated m item 4 of 
Box No. I and the Supplemental Box. - , .... 

Indited nTme Supplemental Box Relating to Sequence lasting (see Section 802 of the 

Administrative Instructions). — 

This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty mventive step or 
industrial applicability; citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 
PCT/US04/33868 



Box No. I Basis of the report 



1 . With regard to the language, this report is based on the international application in the language in which it was filed, 
unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language . 

which is the language of a translation furnished for the purposes of: 

| | international search(under Rules 12.3 and23.1(b)) 

[~| publication of the international application (under Rule 12.4) 

□ internationmprelumnaryexaniination (under Rules 55.2 and/or 55.3) 

annexed to this report) : 

[X] the international application as originaUy med/furnished 

|5<3 the description: 

pages 1-34 as originally filed/furnished 

pages* NONE received by this Authority on — 

pages* MONK received by this Authority on ■ 



the claims: 
pages 35-37 



pages* NONE 



pages* NONE 



pages* NONE 



as originally filed/furnished 

' a s amended (together with any statement) under Article 19 

_ received by this Authority on 

'_ received by this Authority on 



the drawings: 
pages VUHO/10 
pages* NONE 



pages* NONE 



as originally filed/furnished 
received by this Authority on . 
received by this Authority on „ 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. □ The amendments have resulted in the cancellation of: 

| | the description, pages ' " 

I | the claims, Nos.. 



| | the drawings, sheets/figs 

| | the sequence listing (specify): 



| | any table(s) related to the sequence listing (specify): 



the description, pages, 
the claims, Nos 



□ 
□ 

I 1 the drawings, sheets/figs 

PI the sequence listing (specify): 



[~| any table(s) related to the sequence listing (specify): 

♦ If item 4 applies, some or all of those sheets may be marked "superseded. 
Form PCT/IPEA/409 (Box No. I) (January 2UU4j 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



Internationa) application No. 
PCT/US04/33868 



Box No. HI Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 
[~] the entire international application 
claims Nos. 3.7.9 and 10 



because: 



□ the said international application, or the said claim Nos. relate to the following subject matter which does 

not require an international preliminary examination (specify): 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 

that no meaningful opinion could be formed (specify): 



the claims, or said claims Nos. 3.7.9 and 10 are so inadequately supported by the description that no meaningful 
opinion could be formed. 



| | no international search report has been established for said claims Nos. 



□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of 
the Administrative Instructions in that: 

the written form □ has not been furnished 

| | does not comply with the standard 
the computer readable form □ has not been furnished 

[~~] does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in do not 
U comply^hTtechnical requirements provided for in Annex C- to of the Administrative Instructions. 

| | See Supplemental Box for further details. ; 
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International application No. 

PCT/US04/33868 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive Step (IS) 

Industrial Applicability (LA) 



Claims 4-6 



Claims 1.2.8. 11-30 



_YES 
NO 



Claims NONE 



Claims 1.2.4-6.8. 11-30 



_YES 
NO 



Claims 1.2.4-6.8. 11-30 



Claims NONE 



_YES 
NO 



2 Citations and Explanations (Rule 70.7) . . , 

PI Jm, 1 2. 8 and 1 1-30 lack novelty under PCT Article 33(2) as being anticipated by Perkins et aL Perkins et al teach methods of 
Sr ecimbin^e L&^oo2^on^ gene expression vectors and7or genes for insertion into platform chromosomes asweU 
M^SZ Ambitions ofvectorslcodinga^combinaseand integraseand primers for "^^^^f* 
merebv ( e a. paraeraph [0013]). Perkins et al teach the use of the Saccharomyces cerevisiae 2 micron based FLP/FRT system where 
F^?sL?*e I P S P in v^torVand the platform chromsome (e.g. paragraph [0179] and [0156]). The target gene exp = Rectors 
oirrv for exnmole eenes for Bene therapy, genes for transgenic animal or plant production, and those required for cellular protein 
S^n^mSJtXiwTpSs^^ (e.g g pa«graph [0 189]). One of the promoters disclosed by Perkms e] td « , tire 
C^-m nromoter^a Figure sfpurther, Perkins et al teach the use of the SV40 polyA signal sequence (e* paragraphs [0335] and 
SSI t P?r^t altSSre use of 4e dhfr gene as a selectable marker (eg. paragraphs [0239]-[0240]). Regarding the use of an 
KLng dolm tSZ the second promolr/enhancer region and the second polynucleotide at ^KSt. Perta* J diclos» tire 
p^nTof intervening plasmid backbone sequence betweent the chicken beta-actm promoter ^Z^^™ 1 ™^^™*' 
foT^nple (Figure 10) Perkins et al teach the transfection of the targeting expression vectors into CHO DG44 cells (dhfr-) using 
serum-free medium and suspension culture (e.g. pargraphs [0222] and [0232]). 

Claims 4-6 lack an inventive step under PCT Article 33(3) as being obvious over Perkins et al in view of Ch^man et al. Jhet^ings 
use the intron A of Chapman et al in the target gene expression vector of Perkins et al. 

Claims 1, 2, 4-6, 8 and 1 1-30 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject 
matter claimed can fee made or used in industry. 
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INTERNATIONAL PRELIMINARY REPORT ON PATENT ABILITY 

Box No. Vm Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

CM ™ 1M7. ,9-2. -25-27 -^^«7^«^r^«^*^^!M-£» 
SapL or derived and still meet the claim limitations with regard to structure and/or function. 
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